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Ju n e  23,  2008

Re:   Im p o r t a n t  Ad v i s o r y  on  Re p o r t  on  Dr u g  Ma r k e t i n g/C o m p l i a n c e  wi t h  22  M.R. S . A .  

§2698- A

To  Wh o m  It  M a y  Co n c e r n :

Th i s  is  an  ad v i s o r y  re g a r d i n g  a  rec e n t l y  pr o v i d e d  for m a t  by  wh i c h  dr u g  

ma n u f a c t u r e r s  an d  lab e l e r s  sha l l  rep o r t  on  the i r  m a r k e t i n g  exp e n s e s  in  Ma i n e  pu r s u a n t  

to  Ma i n e  law,  22  M.R. S . A .  §2698- A  an d  rul e s  pr o m u l g a t e d  un d e r  tha t  st a t u t e .

Th e  Ma i n e  De p a r t m e n t  of  He a l t h  an d  Hum a n  Se r v i c e s  ad v i s e s  ma n u f a c t u r e r s  

an d  lab e l e r s  of  the  fol l o w i n g :

1.  Ca t e g o r i e s  for  rep o r t i n g  ma y  be  ex p a n d e d  by  the  ma n u f a c t u r e r  or  lab e l e r  

pr o v i d e d  tha t  a  ge n e r a l i z e d  de s c r i p t o r  is  ad d e d  ide n t i f y i n g  the  na t u r e  of  the  

ex p e n s e .    Th e  De p a r t m e n t  sug g e s t s  tha t  ea c h  ad d e d  ca t e g o r y  be  lab e l e d  

“Oth e r”  wi t h  the  de s c r i p t i o n  fol l o w i n g .   Th i s  ad v i s o r y  is  int e n d e d  to  el i m i n a t e  

the  ne e d  to  av o i d  mi s l a b e l i n g  an d  sho u l d  no t  be  use d  to  ero d e  the  fun c t i o n  of  

lis t e d  ca t e g o r i e s .   

2. Va l u e s  re q u i r e d  wi t h i n  a  gi v e n  ca t e g o r y  ma y  be  ex p a n d e d  pr o v i d e d  tha t  a  

de s c r i p t o r  is  ad d e d .    Th e  De p a r t m e n t  su g g e s t s  tha t  ea c h  ad d e d  va l u e  be  

lab e l e d  “Oth e r”  wi t h  the  de s c r i p t i o n  fol l o w i n g .   Th i s  ad v i s o r y  is  int e n d e d  to  

el i m i n a t e  the  ne e d  to  av o i d  mi s l a b e l i n g  an d  sh o u l d  no t  be  use d  to  er o d e  the  

fun c t i o n  of  lis t e d  va l u e s .   

3.  Be c a u s e  of  the  tim i n g  of  the  iss u a n c e  of  the  for m a t  an d  thi s  ad v i s o r y ,  the  

De p a r t m e n t  wi l l  no t  pu r s u e  an  en f o r c e m e n t  ac t i o n  ag a i n s t  a  ma n u f a c t u r e r  or  

lab e l e r  for  no t  fil i n g  its  re p o r t  af t e r  Ju l y  1,  2008,  pr o v i d e d  tha t  the  re p o r t  is  

fil e d  by  Se p t e m b e r  1,  2008.

4. In  the  ca s e  of  a  ma n u f a c t u r e r  or  lab e l e r  wh i c h  ha s  com p i l e d  inf o r m a t i o n  in  

rel i a n c e   up o n  the  pre v i o u s l y  us e d  for m a t ,  su c h  tha t  to  use  the  ne w  for m a t  

wo u l d  ma k e  com p l i a n c e  mu c h  mo r e  bu r d e n s o m e ,  it  m a y  fil e  us i n g  the  

pre v i o u s l y  us e d  for m a t ,  pr o v i d e d  tha t  it   fil e s  inf o r m a t i o n  al s o  in  the  ne w  

for m a t  to  the  ex t e n t  tha t  su c h  bu r d e n  is  no t  ge n e r a t e d .    In  su c h  a  ca s e ,  the  
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fi l i n g  wo u l d  con s i s t  of  a  com p l e t e  re p o r t  in  the  pr i o r  for m a t  an d  a  pa r t i a l  rep o r t  

in  the  ne w  for m a t .

Th e  De p a r t m e n t  ho p e s  tha t  thi s  ap p r o a c h  wi l l  tra n s i t i o n  int o  an  imp r o v e d  

rep o r t i n g  for m a t  in  the  fut u r e .    Qu e s t i o n s  reg a r d i n g  thi s  ad v i s o r y  ma y  be  di r e c t e d  to  

Je n n i f e r  Co o k  at  (207)287-2705  or  by  em a i l  Jen n i f e r . C o o k @ M a i n e . g o v . 

Si n c e r e l y ,

B r e n d a  Mc C o r m i c k

Di r e c t o r ,  Di v i s i o n  of  He a l t h c a r e  Ma n a g e m e n t  an d  Me m b e r  Se r v i c e s

O f f i c e  of  Ma i n e C a r e  Se r v i c e s

M a i n e  De p a r t m e n t  of  He a l t h  an d  Hum a n  Se r v i c e s

1 1  SH S ,  442  Ci v i c  Ce n t e r  Dr i v e

Au g u s t a ,  ME   04333- 00 1 1

Cc:  Th o m a s  Br a d l e y

       Je n n i f e r  Co o k
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